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TSlR«Zf 3^fr MRtttt ebcrMlOT JlilMM 
(I3ITWI ftWFT) 

3lftTI^FJI 

te#, 19 2001 

m^.fiT.785(3T).- art^ 3fk SRTTEH f^, 1945 ^ 

tort W PlHlclf^d ^'?c5R, cTcfvMt 'HHI^cbR ^ 

wr?t <lr^ ^ imT?T,3tP^ 3fR JTUm WTift 1940 (l940 ^ 23) ^ SJRT 

12 3ik EIIRT 33 ^ !?lRd41 cET Wi^ t, ^3^ ETMSff ^ 

3T^5n^UlR, ^ ^ vdHchl'^ ^ ^3^ ]T>TTf^ ^ ^ t, 

Wfl^ WdT t 3fk ^ ^;JERT ^ t f% ^3W ^TRiq lUf, ^ 
f^ci^ ^ wai ^ ^ 3Tf^^ yebilVicT ^ vnrft t, ^shut ^ 1311 ^ 

t ^Err#rr ^ ^ ■fFuRr tor IcIttit ; 

3T1OT 3fr? cf^l-l gt, W?«2f 3fk ^t^OR WcW, itr^ 

^R3^, f^RW ^ teft 110011 cf^t viiT ; 

3T[M 3#f TR ^ vi<5fT jiRR f^Rutt ^ fM) ^ 
WR 3mt^ ^ iFRiRt ^ JIEd HRiUK IRT ter ^5TTW I 

RRDI 


1 . ( 1 ) ^ f^t ^ RR 3M^ sflT ^ru'RTT TfRnJ) 2001 1 


3315 01/2001 


( 1 ) 
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(2) 3Tfcm wi^fi ^ fit^rj #?r i 

2 . afhf PYiTEH wrrit 1945 toic( w 

t)toT 69 ^qPRTR ( 5 ) ^ TORT f^lf^f^cl vJT[PliJH aRT:WTl^ uTRJTTT, 

3T2TteT :- 

“ (6) w 1^ 122 Tf ^STiqRjTlf^d ^ ^ #fU ^ 31^ 3TT^ ^ 

3fml^ ^ f^iPmW ^ fc^ ^ ^ 3i#t cpi^ tor vurtt # m 

^ anto ^ TRST tor 2to m ^ ^aimtof^ srpim jiTtor?t ^ ^ 

# f^rto 3T^toT ^ to I” I 

3. totr tor 71 ^ ^tor (e) ^ ^ (iv) tort tolcto^ ^ 

3RTto^ tor WTRTT, 3Tto F 

“ (v) to ^ tofto toto RETT tor 122 ^ ^qtoto ^ 3 fml^ g 5 t 

tor ^ 3toT to to 3Tto ftof^rto ^ ftotor to ^ to tor 2to ^ 
(^) ^ iTSTitorto aTjfTTTRT toto ^ onto ^ w # fctocT ar^tor 1 1 ” 1 

4 . ^ tori ^ tor 75 ^ toto ( 5 ) ^ tort toftoRT toto to^wito 
tor ^ 5 TT^, 3 Tto :- 

“ (6) to tor 122 ^ ^antotocT ^ aftto tor ^ ator to to afrto 

toftoff ^ ftotor c^ to tor ^ 3 t#t to to^ tor tot t to ^ 

3TTto ^ Tnar tor ato ^ (^) ^ ^^rtototo toitot ■^r arrtoR ^ q^ 

^ ftoRT 3T^qto to I” I 

5 . tori ^ tor 76 ^ toto ( 7 ) -# ^ (iv) tort toicito 1 : 3 ^ 

to:wto tor w^RT, 3Tto ;- 

“ (v) to ^ torto aMto ^ w tor 122 4 ^aitoifto to toto to tor 

^ tocT to to 3Tto ftoftoir ^rt to tor to ^ to tor 2 to ^ (to ^ 
^aiitoito srpTiq^ torto ^ to^ ^ qisr ^r fcrtor arjtor 1 1 ” 1 

[■H. W-11014/4/2000-^ritTimr?T 

tfhsh Rrqq 


m 4 niui gr . —1 -5-1979 afR 3 RTm ^i^y) 1945, 'to wRqK (+^imftoFT) 

% ^ 11 W tor? 3 ih ymm tot to 1940 atk to ( 4 tskTtoH- 6 i) w 

m'spT.'PT. 700(3 t) Tikhs 28-'9-200i % wr afflFT ’^kikn '»ftt I 




[MPTn—'t5P>g3(i)] 


TTJm ; 


ministry of health and family welfare 

(Department of Health) 

NOTMCATION 

New Delhi, the 19th October, 2001 

G.S.R 785 (E).— The following draft of certain rules further to amend the Drugs 
and Cosmetics Rules, 1945, which the Central Government proposes to make, after 
consultation with the Drugs Technical Advisory Board, in exercise of the powers 
conferred by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is 
hereby published as required by the said sections for the information of all persons 
likely to be affected thereby; and notice is hereby given that the said draft rules will be 
taken into consideration after the expiry of period of forty-five days from the date on 
which the copies of the Official Gazette in which this notification is published are made 
available to the public; 

Objections or suggestions if any, may be addressed to the Secretary, Ministry of 
Health and Family Welfare, Government of India, Nirman Bhawan, New Delhi-110011. 

Any objections or suggestions which may be received from any person with 
respect to the said rules before the expiry of the period as specified above will be taken 
into consideration by the Central Government. 

DRAFT RULES 

1. (1) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 
2001 . 

(2) They shall come into force on the date of their final publication in the Official 
Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said 
rules), in rule 69, after sub-rule (5), the following sub-rule shall be inserted, namely:- 

“(6) Where an application under this rule is for the manufacture of drug 
formulations falling under the purview of new drug as defined in rule 122-E, 
such application shall also be accompanied with approval in writing in favour 
of the applicant, from the licensing authority as defined in clause (b) of rule 
21 ,". 
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3. In sub-rule (6), of the rule 71 of the said rules, after the clause (iv), the 
following clause shall be inserted, namely;- 

“(v) have the approval, in writing, in favour of the applicant to manufacture 
drug formulations falling under the purview of new drug as defined in rule 
122-E, frorn the licensing authority as defined in clause (b) of rule 21.”. 

4. In rule 75 of the said rules, after sub-rule (5), the following sub-rule shall be 
inserted, namely;- 

(6) Where an application under this rule is for the manufacture of drug 
formulations falling under the purview of new drug as defined in rule 122-E, 
such application shall also be accompanied with approval in writing in favour 
of the applicant, from the licensing authority as defined in clause (b) of rule 

sub-rule (7) of rule 76 of the said rules, after the clause (iv), the following 
clause shall be inserted, namely;- 

“(V) have the approval, in writing, in favour of the applicant to manufacture 
drug formulations falling under the purview of new drug as defined in rule 
122-E, from the licensing authority as defined in clause (b) of rule 21.”. 


[No. X-11014/4/2000-DMS &PFA] 
DEEPAK GUPTA, It. Secy.. 


Foot Note.—The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained in the publication of the Mnistiy 
of Health and Family Welfare (Department of Health) containing the Drugs and Cosmetics Act. 1940 and the 
Rules (P DGHS-61) and last amended vide G.S.R. 700(E) dated 28-9-2001. 
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